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JtL E r5^ L f Y ^ LED r 6 A M* 2002 , FAILS T0 PLACE THIS APPLICATION IN CONDITION FOR ALLOWANCE 
L JS fUrthe H ac ^M e ^P pl,cant is re 9 uired t0 avoid abandonment of this application ApropeV reolvto a 



PERIOD FOR RFPI Y [check either a) or b)] 
_months from the mailing date of the final rejection. 



a) O u The period for reply expires ...„ „ = , lla y ucuc 01 Ule llnal rejecuon . 

b> Io^f^I° r reP ' y e -n P ^ eS I 1 } 016 ma " inS date of Advisor V Action, or (2) the date set forth in the final rejection whichever is later In 
ONLY CHEcTth.^ ?S!e tator tha " S ' X M0NTHS from the maili "9 date ° f the "nal rejeSon 

706 07(f) S F ' LED W,THIN TW0 M0NTHS 0F THE FINAL REJECTION. See MPEP 

1 m ^ N °tice °f Appeal was filed on 26 August 2002. Appellant's Brief must be filed within the period set forth in 

37 CFR 1 . 1 92(a), or any extension thereof (37 CFR 1.1 91 (d)), to avoid dismissal of the appeal. 
2.D The proposed amendment(s) will not be entered because: 

(a) □ they raise new issues that would require further consideration and/or search (see NOTE below); 

(b) Q they raise the issue of new matter (see Note below); 

(c) D ^^^^^ the application in better form for appeal by material, y reducin 9 or sim p |if y in g «he 

(d) □ they present additional claims without canceling a corresponding number of finally rejected claims 

NOTE: 

3.[ 



Applicant's reply has overcome the following rejection(s): see attached . 

_ would be allowable if submitted in a separate, timely filed amendment 



4.Q Newly proposed or amended claim(s) _ 
canceling the non-allowable claim(s). 

5m The a)D affidavit b)D exhibit, or c)|g| request for reconsideration has been considered but does NOT olace the 
application in condition for allowance because: see attached . P 6 the 

6.D The affidavit or exhibit will NOT be considered because it is not directed SOLELY to issues which were newlv 
raised by the Examiner in the final rejection. y 

m ?vnSfnf h APP t f ^ Pr ° P0Sed amendment ( s ) wi» not be entered or b)E will be entered and an 
explanation of how the new or amended claims would be rejected is provided below or appended. 

The status of the claim(s) is (or will be) as follows: 

Claim(s) allowed: 103-112 . 

Claim(s) objected to: 25.47.67.68 and 7P-7S 

Claim(s) rejected: 21-24.26-46.48-66.69-71 and 76-102 . 

Claim(s) withdrawn from consideration: 8. 19 and 20 . 

8. Q The proposed drawing correction filed on isa)D approved or b)D disapproved by the Examiner. 

9. D Note the attached Information Disclosure Statement(s)( PTO-1449) Paper No(s). 

10O Other: ' ' 
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ADVISORY ACTION 

Claims 8 and 19-112 are pending in the application. 
Claims 8, 19, and 20 remain withdrawn from consideration. 
Claims 103-106 and 107-112 are in condition for allowance. 
Claims 21-24, 26-46, 48-66, 69-71, and 76-102 stand finally rejected. 

Claims 25, 47, 67, 68, and 72-75 are objected to as being dependent upon a rejected base claim. 



1 



Applicants' amendment to claims 37, 43, 59, 65, 80, 86, 94, and 107 in Paper No. 20, filed 
08/26/02 is acknowledged and has been entered. 

2. The request for reconsideration has been considered but does not place the claims in condition 
for allowance for the reasons discussed below. 

3. In view of applicants' amendment to claims 37, 59, 80, 94, and 107, rejection of the claims under 
35 U.S.C. 112, second paragraph, is withdrawn. 

4. The written description rejection of claims 21-24, 26-46, 48-66, 69-71, 76-102, and 107 under 35 
U.S.C. 112, first paragraph, is maintained. Applicants argue (beginning at page 7 of Paper No. 20) the 
specification (at page 13, lines 13-26) discloses structural characteristics of the polypeptides encoded by 
the claimed polynucleotides. App.icants argue the structures and function of the polypeptides encoded by 
the claimed polynucleotides is recited in the claims according to the Revised Interim Written Description 
Guidelines and these characteristics are sufficient for one of skil. in the art to visualize or recognize the 
entire genus of polynucleotides. Applicants argue the examiner has not provided either factual evidence 
or sound scientific reasoning to support his position. Applicants argue they do not intend to claim 
polynucleotides encoding the recited polypeptide fragments, e.g., amino acids 1 to 45 of SEQ ID NO:13, 
having C5-epimerase activity, but claim polynucleotides encoding polypeptides comprising the recited ' 
fragments. Applicants' argument is not found persuasive. It is noted that applicants claims are not so 
limited to polynucleotides encoding polypeptides exhibiting the "structural characteristics" as disclosed at 
page 13, lines 13-26 of the specification. The examiner acknowledges sufficient written description, i.e., 
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description of defined structural and functional characteristics, of the polypeptides encoded by the 
claimed polynucleotides of, for example, claim 21 parts (e) and (0 and claim 65 parts (b), (c), and (g)- 
0). As stated in a previous Office action, polynucleotides encoding a polypeptide comprising^ 
fragments and homologs thereof of SEQID NO:12 or SEQ ID NO:13, e.g., parts (a)-(d) and parts (g)-(m) 
of SEQ ID NO:13, that have not been fully described in the specification. The Federal Circuit {UC 
California v. Eli Lilly, (43 USPQ2d 1398)) has said that a sufficient written description of a genus of DNAs 
may be achieved by a recitation of a representative number of DNAs defined by nucleotide sequence or a 
recitation of structural features common to members of the genus, which features constitute a 
substantial portion of the genus. The recited structural features of the genus of claimed polynucleotides 
^^constitute a substantial portion of the genus as the remainder of the structure of a polypeptide 
with C5-epimerase activity encoded by the claimed polynucleotides is completely undefined. The recited 
fragments of, for example, parts (a)-(d) and (g)-(m) of claim 21 or parts (a) and (d)-(f) of claims 65 are 
highly unlikely to have C5-epimerase activity and the disclosure of the "structural characteristics" as 
stated at lines 13-26 of page 13 of the specification does not define the remaining structural features 
necessary for a polypeptide encoded by the members of the claimed genus of polynucleotides to be 
selected. Applicants' attention is drawn to the distinction between parts (e) and (f) of claim 21 and parts 
(b), (c), and (g)-(j) of claim 65 (which have not been rejected) in which the fragment of SEQ ID NO:12 
or SEQ ID NO.-13 has C5-epimerase activity by itself and parts (a)-(d) and (g)-(m) of claim 21 and parts 
(a) and (d)-(f) of claim 65 in which substantial additional undefined sequence is necessary to select a 
member of the genus of claimed polynucleotides. The rejection is maintained for the reasons of record 
and the reasons discussed above. 

5. In view of applicants' amendment to claim 107 to limit the claims to those polynucleotides 
encoding polypeptides with glucuronyl CS-epimerase activity, the scope of enablement rejection under 35 
U.S.C. 112, first paragraph, is withdrawn. 

6. The scope of enablement rejection of claims 21-24, 26-46, 48-66, 69-71, and 76-102 under 35 
U.S.C. 112, first paragraph, is maintained. Applicants argue the specification discloses sequence, critical 
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residues, transmembrane region, and glycosylation patterns that are necessary for activity and 
demonstrate, by way of a working example, catalytic activity of the polypeptide of SEQ ID NO: 13. 
Applicants argue the polynucleotide sequence of SEQ ID NO:12 encoding the C5-epimerase of SEQ ID 
NO:13 and recited fragments thereof have been disclosed and can be used to determine the presence 
and activity of an encoded polypeptide. Applicants argue that the entire scope of the claimed 
polynucleotides is enabled based on the analysis of In re Wands. Applicants argue the specification 
discloses assays for screening polypeptides having C5-epimerase activity encoded by the claimed 
polynucleotides and assert that such screening would be routine and would not require undue 
experimentation to make all claimed polynucleotides. Applicants argue the polynucleotide sequence of 
SEQ ID NO:12 encoding the C5-epimerase of SEQ ID NO:13 and recited fragments thereof have been 
disclosed and can be used to determine the presence and activity of an encoded polypeptide. Applicants 
argue that, given the sequences of SEQ ID NOs:12 and 13 and fragments thereof and screening assays, 
one of skill in the art would be able to make the entire scope of claimed polynucleotides. Applicants- 
argument is not found persuasive. The examiner acknowledges the disclosure of enzymatic assays for 
identifying polypeptides having C5-epimerase activity at pages 10 and 11 of the instant specification. 
However, one of skill in the art would recognize that the fragments of SEQ ID NO:13, e.g., as recited in 
parts (a)-(d) and (g)-(m) or a polypeptide encoded by the fragments of SEQ ID NO:12 as recited in parts 
(a) and (d)-(f) of claim 65, are highly unlikely to exhibit C5-epimerase activity. While the specification 
suggests three ^te/7te/N-glycosylation sites that maybe important for catalytic activity, there is no 
disclosure of the catalytic domain of SEQ ID NO:13 or the residues of the structure of SEQ ID NO:13 that 
are necessary for catalytic activity. There is no guidance in the specification that the polypeptide 
fragments of SEQ ID NO:13 as recited in parts (a)-(d) and (g)-(m) or a polypeptide encoded by the 
fragments of SEQ ID NO:12 as recited in parts (a) and (d)-(f) of claim 65 have C5-epimerase activity. 
Therefore, it is highly unpredictable that if such fragments were found within a larger polypeptide that 
the larger polypeptide would exhibit C5-epimerase activity. Furthermore, the specification provides no 
guidance or working examples to demonstrate that such fragments found within a larger polypeptide 
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would exhibit C5-epimerase activity. Thus, even if a skilled artisan were to use a polynucleotide encoding 
the recited fragments to isolate other encoding polynucleotides by, for example, hybridization assay or 
PCR, a high degree of unpredictability remains as to whether such polynucleotides would encode 
polypeptides having C5-epimerase activity. Therefore, an undue amount of experimentation would be 
required to make the claimed polynucleotides. 

ho Hi r0 H A H y J n ?, Uir l C c. nC l rnin9 th ? communication or earlier communications from the examiner should 
£ 222 L H V,d -S ead , man ; Wh0Se teleph0ne number is < 703 > 308 - 3934 - The Examiner can normally 

a^~nT?^ f !"° m 6:30 am t0 5:00 pm ' If attem P te t0 reach tne Examiner by telephone^ 
are unsuccessful, the Examiner's supervisor, Ponnathapura Achutamurthy, can be reached at (703) 308- 

dfrpi^nZ7 rf n a > 9ener !' natUre u° r relating t0 the status of this application or proceeding should be 
directed to the Art Unit receptionist whose telephone number is (703) 308-0196. 

David J. Steadman, Ph.D. 
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